PATENT COOPERATION TREATY 



From the INTERNATIONAL SEARCHING AUTHORITY 



To: 

ELKINGTON & FIFE 
Prospect House 
a Pembroke Road 
Sevenoaks, Kent TK13 1XR 
GRANDE BRSTAGHE 



; NOTIFICATION OF TRANSMITTAL OF 
tFHE INTERNATIONAL SEARCH REPORT AND 
THE WRITTEN OPINION OF THE INTERNATIONAL 
SEARCHING AUTHORITY, OR THE DECLARATION 



(PCT Rule 44,1} 



Date or mailing 
(clay/month/year) 



2 6/11/2 00 9 



Applicant's or agent's file reference 
HRB/P41116W0 



FOR FURTHER ACTION 



See paragraphs i and 4 below 



International application No, 

PCT/GB2009/051136 

Applicant 



Internationa! fsiinq date 

08/09/2009 



BIOVAIL LABORATORIES INTERNATIONAL (BARBADOS) SRL 



1 , [y'i The applicant is hereby notified that the International search report and the written opinion of the international Searching 

Authority have been established and are transmitted herewith. 

FSHng of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the International Application (see Rute 46); 
When? The time limit for fllsng such amendments Is normally two months from the date of transmittal of the 
International Search Report. 

Where? Directly to the International Bureau of WIPO, 34 chemin des Colombettes 

1211 Geneva 20, Switzerland, Fascimlie No.: (41-22) 333.82.70 
For more detailed instructions, see the notes on the accompanying sheet. 

2. [ ] The applicant is hereby notified that no internatioRai search report wRI be established and that the declaration under 
""' Article 17(2){a) to that effect and the written opinion ot the international Searching Authority are transmitted herewith. 

3. [ ] With regard to the protest against payment of ten) additional fee(s) under Rule 40.2, the applicant is notified that: 

i ] the protest together with the decision thereon has been transmitted to the Internationa! Bureau together with the 

applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 
| j no decision has been made yet on the protest; the applicant will be notified as soon as a decision Is made. 

4, Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the 
international Bureau, if the applicant wishes to avoid or postpone publication, a notice of withdrawal of the tnternatjonai 
application, or ot the priority claim, must reach the International Bureau as provided in Rules 90WS.1 and 90W&3, respectively, 
before the completion of the technical preparations for international publication. 

The applicant may submit comments on an informal basis on the written opinion of the Internationa! Searching Authority to the 
international Bureau. The Internationa! Bureau will send a copy of such comments to al! designated Offices unless an 
International preliminary examination report has been or is to be established. These comments would also be made available to 
Hie public but not before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry info the national phase untii 30 months from the priority 
date (in some Offices even later}; otherwise, the applicant must, within 2.0 months from She priority date, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months {or later) wii! appiy even if no demand is filed within f 9 
months. 

See the Annex to Form PCT/SB/301 and, for details about the applicable time limits, Office by Office, see the PCT Applicant's 
Guide, Volume It, National Chapters and the WIPO Internet site. 



Name and mailing address of the International Searching Authority 


Authorized officer 


"^v " European Paten; Office, P.8. 561 8 Patentiaan 2 


Iris Hodzic 


Jwfc NL-2280 HV Riiswljk 


Mm Tel. I+31-7G) 340-2040, Tx. 31 651 epo nl. 




W""^ ... Fax: f +3 1 -70) 340-30 1 6 





Form PCT/ISA/220 (October 2005} (See notes on accompanying sheet) 



NOTES TO FQHM PC"fltSA/220 



These Notes are Intended to give the basic instructions concerning the filing of amendments under article 1 9. The 
Noses are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those requirements, the latter are applicable. For more 
detailed information, see also the PCT Applicant's Guide, a publication of WIPO. 

In these Notes, "Article". "Rule", and "Section" refer to the provisions o? the PCT, the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, after having received the international search report and the written opinion of the International 
Searching Authority, one opportunity to amend the claims of the international application, it should however be emphasised 
that, since ail parts of the Internationa! application (elaims.deseriptien and drawings) may be amended during the 
international preliminary examination procedure, mere is usually no need to file amendments of the claims under Article 1 9 
except where, e.g. the applicant wants the latter to be published for the purposes of provisional protection or has another 
reason for amending the claims before international publication. Furthermore, it should be emphasized that provisional 
protection is available in some States only (see PCT Applicant's Guide, Volume l/A, Annexes B1 and S2), 

The attention of the applicant is drawn to the fact mat amendments to the claims under Article 19 are not allowed where 
she international Searching Authority has declared, under Article 17(2), that no international search report would he 
established (see PCT Applicant's Guide, Volume l/A, paragraph 286), 



What parts of the Internationa! application may be amended? 

Under Article 19, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended) under Article 34 before the 
International Preliminary Examining Authority. The description and drawings may only be amended under 
Article 34 before the international Examining Authority. 

Upon entry into the national phase, ail parts of the international application may be amended under Article 28 or, 
where applicable, Article 41. 



When? Within 2 months from the date of transmittal of the international search report or 16 months from the priority date, 

whichever time limit expires later. It should be noted, however, that the amendments will be considered as having 
been received on time if they are received by the International Bureau after the expiration of the applicable time 
limit but before the completion of the technical preparations for international publication (Rule 46,1). 



Wlwr& not to file the amendments? 

The amendments may only be tiled with the International Bureau and not with the receiving Office or the 
international Searching Authority (Rule 46.2}. 

Where a demand for international preliminary examination has been/is filed, see below. 



How? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of one 

or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims Is required. In all cases where claims are renumbered, they must be 
renumbered consecutively (Section 205(b)). 

The amendments must be made in the language in which the international application Is to be published. 



What documents must/may accompany the amendments? 
Letter (Section 20S(b)}: 

The amendments must be submitted with a letter. 

The letier will not be published with the international application and the amended claims. It should not be 
confused with the "Statement under Article 19(1)" (see below, under "Statement under Article 19(1)*}. 

The letter most be in English or French, at the choSes of the applicant However, if the ianguage of the 
Internationa! application m English, the Setter mast be in English; If the language of the mternationaf application 
is French, the letter must be in French. 



Motes to Form PCT/1SA/220 (first Sheet) (October 2005) 



NOTES TO FORM PCT/ISA/220 (continued) 



The letter must indicate the differences between me claims as filed and the claims as amended, it must, in 
particular, indicate, in connection with each claim appearing in the international application {it being understood 
that identical indications concerning several claims may be grouped},whethef 

(i) the claim is unchanged; 

(li) the claim is cancelled; 

(!!!) the claim is new; 

(Sv) the claim replaces one or more claims as filed; 

jv) the claim is the result of the division of a claim as filed. 



The following examples illustrate She marsner in which amendments must be explained In the 
accompanying Setter; 

1 . [Where originally there were 48 claims and after amendment of some ciaims there are 51]:. 
"Claims 1 to 2S, 31 , 32, 34, 35, 37 to 48 replaced by amended claims bearing the same numbers; 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 15 claims and after amendment of all claims there are 1 1]: 
'Claims 1 to IS replaced by amended claims 1 to 11." 

3. [Where originally there were 14 claims and the amendments consist in cancelling some claims and in adding 
new claims]: 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added." or 
"Claims 7 to 13 cancelled; new claims 15, 16 and 17 added; ail other claims unchanged." 

A. [Where various kinds of amendments are made]: 

"Ciaims 1-1 Q unchanged; claims 11 to 13, 18 and 19 cancelled; claims 14, 15 and 16 replaced by amended 
claim 14; claim 17 subdivided into amended claims 15, 18 and 17; new claims 20 and 21 added." 



"Statement under article 18(1}" {Rule 46.4) 

The amendments may be accompanied by a statement explaining the amendments and Indicating any impact 

that such amendments might have on the description and the drawings (which cannot be amended under Article 19(1 )). 



The statement will be published with the international application and the amended claims, 
it must be In the language in which the international application is to be pubiished. 
it must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the letter Indicating the differences between the claims as filed 
and as amended, it must be tiled on a separate sheet and must be identified as such by a heading, preferably by 
using the words "Statement under Article 19(1)." 

it may not contain any disparaging comments on the international search report or the relevance of citations 
contained in that report. Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 



Consequence if a demand for international preliminary examination has already been filed 

If, at the time of filing any amendments and any accompanying statement, under Article 19, a demand for 
international preliminary examination has already been submitted, the applicant must preferably, at the time of 
filing the amendments (and any statement ) with the International Bureau, also file with the international 
Preliminary Examining Authority a copy of such amendments (and of any statement) and, where required, a 
translation of such amendments for the procedure before that Authority (see Rules 55.3(a) and 62.2, first 
sentence). For further information, see the iMotes to the demand form (PCT/IPEA'401 ). 

If a demand for international preliminary examination is made, the written opinion of the International Searching 
Authority wili, except in certain cases where the international Preliminary Examining Authority did not act as 
International Searching Authority and where it has notified the International Bureau under Rule 66.10i's(b), be 
considered to be a written opinion of the International Preliminary Examining Authority, if a demand is made, the 
applicant may submit to the Internationa! Preliminary Examining Authority a reply to the written opinion together, 
where appropriate, with amendments before the expiration of 3 months from the date of mailing of Form 
PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later (Rule 43Ws.l (c)). 



Consequence with regard to transiatiors of the international application for entry into the naf ional phase 

The applicant's attention is drawn to the fact that, upon entry into the national phase, a translation of the claims as 
amended under Article 19 may have to be furnished to the designated/elected Offices, instead of, or in addition to. 
She translation of the claims as filed. 

For further details on the requirements of each designated/elected Office, see the PCT Applicant's Guide, 
Volume li. 



Notes to Form PCT/ISA/220 (second sheet) (October 2005) 



PATENT COOPERATION TREATY 



INTERNATIONAL SEARCH REPORT 

(PCT Artie!® 18 and Rules 43 and 44) 



Appiicanfs or agent's file reference 
HRB/P41116WO 


FOR FURTHER see Forrn pct/isa/220 

ACTION as we " a!3, wrters applicable, Item 5 below. 


International appticaiion No. 
PCT / GB2 0 0 9 / 0 51136 


international filing date (day/month/yeat) 
08/09/2009 


(Earliest) Priority Date (day/month/year) 
08/09/2008 


Applicant 

BIOVAIL LABORATORIES INTERNATIONAL (BARBADOS) SRL 



This international search report has been prepared by this international Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the international Bureau. 

This international search report consists of a total of 4 sheets. 

[x] It is also accompanied by a copy of each prior art document cited in mis report. 



1 . Basis of the report 

a. With regara to the language, the international search was carried out on the basis of: 
fx] the International application in the language in which it was filed 



| | a translation of the international application into . 



. , which is the language 



S, 
3, 



□ 
□ 
□ 



of a translation furnished tor the purposes of International search <Ruias 12.3(a) end 23.1(b)) 

This international search report has been established taking Into account the rectification of an obvious mistake 
authorized by or notified to this Authority under Rule 31 (Rule 4S.6Ws(a)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. I. 
Certain claims were ffourtd unsearchable (See Box Nio. i!) 
Unity of invention is Sacking (see Box No III) 



4. With regard to the tine, 

| | the text is approved as submitted by the applicant 

[x] the text nas been established by this Authority to read as follows: 
USE OF 3 , 11B-CIS-DIHYDROBENAZINE IN THE TREATMENT OF DEMENTIA AND ASSOCIATED 
COGNITIVE DEFICIT 



5. With regard to the abstract, 

[XJ the text is approved as submitted by the applicant 

! } the text has been established; according to Rule 38.2(b), by this Authority as If appears in 3ox No. tv. The applicant 
' may, within one month from the date of mailing of this international search report, submit comments to this Authority 

6. With regard to the drawings, 

a. the figure of the drawings to be published with the abstract is Figure No. _1 

[xj as suggested by the applicant 

f j as selected by this Authority, because 9m applicant railed to suggest a figure 

| | as selected by this Authority, because this figure better characterises the invention 

b. I I none of the figures is to be published with the abstract 



Form PCT/iSA/210 (first sheet) (April 2007) 



IMTERNATIOMAL SEARCH REPORT 



international application No 

PCT/G62009/051136 



A, CLASSIFICATION OF SUBJECT MATTER , 

INV. A61K31/473 A61P25/28 



According to international Paiani Classification (IPC) or to both Rational classification and IPC 



B, FIELDS SEARCHED 



Minimum documentation searched {classification system followed by classification symbols) 

A61K 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name ot data base and, where practical, search terms used) 

EPO-Internal 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* Citation of document, with, indication, where appropriate, of the relevant passages 



Relevam to claim hie. 



WO 2007/017654 A (CAMBRIDGE LAB IRELAND 
LTD [IE]: DUFFIELD ANDREW JOHN [SB]} 
15 February 2007 (2007-02-15) 
pages 58-65; example 6 

KILBOURN M R ET At: "Absolute 
Configuration of 

(+)-a1pha-D1hydrotetrabenaz1ne, an Active 
Metabolite of Tetrabenazine" 
CHIRALITY, WILEY-LISS, NEW YORK , US, 
vol . 9, no, 1, 

1 January 1997 (1997-01-01), pages 59-62, 
XP002329921 
ISSN: 0899-0042 
the whole document 



-/- 



1-10 



1-10 



X Further documents are listed in the continuation of Box C. 



See patent family an nest. 



* Spftdai categories of cited documents ■ 

" A' document defining ihe genera! slate of the art which is not 
considered to be of particular relevance 

*E* earler document but published on or after the imetnationaS 
filing date 

"L" document which may throw doubts on priority ciaim(s) or 
which Is cited to establish She publication date of another 
citation or other special reason (as specified) 

"O* document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to ilia international filing date bul 
later than the priority date claimed 



'V iater document published after the international fltino date 
or priority date and not In conflict with ihe application but 
cited to understand the principle or theory underlying She 
invention 

"X" document ot parte iar relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when ihe document is taken alone 

"Y* document of particular relevance; the claimed invention 
cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art, 

document member of the same patent family 



Date of the actual completion of the international search 



19 November 2009 



Date of mailing of the international search report 



26/1 1/2009 



Name and mailing address ot the ISA/ 

European Patent Office, P.S. 5818Paiantlaan 2 
ML - 3280 HV Riiswijk 
Tel. (+31-70) 340-2040. 
Pax: (+31-70) 3*0-3016 



Authorized officer 



Uryga-Polowy , V 



Form FCT7IS1V210 (ssconc sheet) (April 200s) 



page 1 of 2 



fNTERNATIOMAL SEARCH REPORT 



InternatSonai sppiication !to 

PCT/6B2009/051136 



C(ConilnUailori), DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 



jitaiion </l document, with ingestion, where appropriate, of the relevant passages 



Rsievaht to clairti No. 



KENNEY C ET ALi "TETRA8ENAZINE IN THE 
TREATMENT OF HYPERKINETIC MOVEMENT 
DISORDERS" 

EXPERT REVIEW OF NEUROTHERAPEUTICS, FUTURE 
DRUGS. LONDON , GB, 
vol . 6, no, 1, 

1 January 2006 (2006-01-01), pages 7-17, 
XP009075190 
ISSN: 1473-7175 
the whole document 



1-10 



Forrri PvT7:SA/2"0 'cent iJHi-a: ion of second sfcsst) (April 2005) 



page 2 of Z 



INTERNATIONAL SEARCH REPORT 

information on patent famify members 



international application iio 

PCT/GB2009/051136 



Patent document 
lied In search report 



Publication 
date 



Patent family 
members) 



Publication 
ciate 



WO 2007017654 



15-02-2007 



AT 
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-2009 


HR 


20090074 13 
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-2009 


JP 


2009504622 T 


05- 


•02- 


■2009 


KR 


20080033500 A 


16- 


-04- 


-2008 


PT 


1855677 E 


13- 


-01- 


-2009 


SI 


1855677 Tl 


30- 


-04- 


-2009 



PATENT COOPERATION TREATY 



From the 

INTERNATIONAL SEARCHING AUTHORITY 



To: 



see form PCT71SAS20 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule mtssX) 



\ Date of mailing 
(dayfaanthfyear) see form PCT/ISA/Sn 0 (second shee 



Applicant's or agents fife reference 

see form PCT/ISA,220 



FOR FURTHER ACTION 

See paragraph 2 below 



International -application Mo. 
PCT/GB200a'05TS36 



International filing date (day/fnanthysar) 
03.09.2009 



Priority dale (dsy/rnonthy&ar) 
08.09.2008 



International Patent Classificalion (IPC) or both rsaijona! classification and IPC 
!NV< A61K3-1&73 A61P25&8 



Applicant 

BlOVAiL LABORATORIES INTERNATIONAL (BARBADOS) SRI. 



1 . This opinion contains indications relating to the following items: 

M Box No. : Basis of the opinion 

□ Box No. il Priority 

□ Box 190, III' -Non-establishment of opinion with regard to novelty, invefriive step and industrial applicability 
Q. Box No. IV Lack of unity of invention 

13 Sox Mb. V Reasoned statement under Rute.43&&1(a)(i) with regard to novelty, inventive step or Industrial 
applicability; citations and explanations supporting such statement 

O Box No. VI Certain documents cited 

□ Box No. VI! Certain defects In the irttarrsattonal application 

□ Box No. VIII Certain observations on the international application 

& FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("I PEA") except that this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen iPEA has not fed the 
Internationa! Bureau under Rule 66.'!fo. ; s{b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written Opinion of the IPEA, the applicant is invited to 
submit to trie iPEA a written reply together, where, appropriate, with amendments, before the expiration of 3 months 
from the date of mailing of Form PGT/1SM20 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA,S2Q, 

3. For further details, see notes to Form PCT/!SAj22Q\ 



Name and maiBng address of the ISA: 



European Patent Office 

D-30298 Munich 
Tel. +49 S3 2395 - 0 
Fax: +49 89 239S- 4465 



Date of corripjst on of 
this opinion 

see form 
PCT1SA.eiO 



Authorized Officer 

Uryga-Polowy, V 

Telephone Ho. +49 89 2399 -4989 



Form PCTfS.A237 (Cover Sheet} (Apr;! 2005} 



WRITTEN OPINION OF THE international application No, 

INTERNATIONAL SEARCHING AUTHORITY PCT/GB2009/O51 1 36 



Box Ho. i Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of: 
E the international application in the language in which it was filed 

□ a translation of the international application into , which is the language of a translation furnished for the 
purposes of international search (Rules 12.3(a) and 23.1 (b)). 

2. □ This opinion has been established taking into account the rectification of an obvious mistake authorized 

by or notified to this Authority under Rule 91 (Rule 43bis.l (a)} 

3. With regard to any nucleotide and/br amino acid sequence disclosed In the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ on paper 

□ in electron ic form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in electronic form. 

□ furnished subsequently to this Authority for the purposes of search. 

4. □ In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

5. Additional comments: 



Form PC7/1SA<'237 (April 2007) 



WRITTEN OPINION OF THE 

SEARCHING AUTHORITY 



Internationa? application No, 
PCT/GB2009/Q51136 



Box Ho. V Reasoned statement under Rule 43b&.l(a)(i) with regard to novelty, inventive step or 
industrial applicability; citations arid explanation s supporting such statement 

Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability {I A) 



Yes: Claims 

Mo: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1-10 

1-10 
1-10 



2, Citations and explanations 
see separate sheet 



Form PCT/lSA/237 (April 200?) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



Re Item V. 



international application No. 
PCT/GB2009/051136 



Reference is made to the following document: 

01 : WO 2007/017654 A (CAMBRIDGE LAB IRELAND LTD [IE]; DUFFIELD 
ANDREW JOHN {GB]) 15 February 2007 (2007-02-15) 



2. Inventive step 

2.1. The present application does not meet the requirements of Article 33(1) POT 
because the subject-matter of claims 1 -TO does not involve an inventive step within 
the meaning of Article 33(3) POT. 

2,2; Document D1 is considered to be the doses! prior art to the subject-matter of claims 
1-10 and discloses (the references in parentheses applying to this document): 

the use of 3J 1 b-cis-dihydrobenazine for the treatment of schizophrenia and in 
particular cognitive deficits In schizophrenia (example 6, p, 58-65) 

The subject-matter of claims 1-10 therefore differs from the subject-matter of 
document D1 in that the cognitive deficit is associated with dementia. 

The problem to be solved may therefore be regarded as the provision of a treatment 
for cognitive deficit, when this cognitive deficit is associated with dementia. 

The skilled person would regard it as an obvious solution to use the compound 
described in D1 in order to solve the problem posed, although the cognitive disorders 
have a different origin (dementia) because the same symptoms are treated. 

Therefore, the solution proposed in claims 1-10 of the present application cannot be 
considered to involve an inventive step (Article 33(3) PCT). 



Form PCT/ISA'23? (Separate Sheet) (Sheet 1) (EPO-Aprfl-SOGS). 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHO RITY (SEPARATE SHEET) 



international application No, 



PCT/GB2009/051136 



3, 



Claris 



The expression "accumulation of cerebrovascular injury" is vague and unclear and 
leaves the reader in doubt as to the meaning of the technical features to which it 
refers, thereby rendering the definition of the subject- matter of said claim unclear 
(Article 6 PCT). 



4. Further remarks 

The patentability can be dependent upon the formulation of the claims. The EPO, for 
example, does not recognise as patentable claims to the use of a compound in 
medical treatment, but may allow claims to a product, in particular substances or 
compositions for use in a first or further medical treatment. 



Form PCT/ISA/237 {Separate Sheet} {Sheet 2) (EPO-April 2005} 



Possible steps after receipt of the internaiianaj search report (1SR) and 
written opinion of the International Searching Authority (WO- ISA) 



General For all international: applications fried on or after 01/01/2004 the competent 

information ISA will establish m iSR It is accompanied by the WO- ISA. Unlike the 
former written opinion Of the IPEA (Rule 86.2 PCT), the WO- ISA is not 
meant to be responded to, but to be taken into consideration for further 
procedural steps. This document explains about the possibilities. 



Amending claims Within 2 months after the date of mailing of the ISR and the W04SA the 
under applicant may file amended claims under Art. 19 PCT directly with the 

Art. 1 9 PCT I nternational Bureau of Wl BO. The PCT reform of 2004 did not change 

this procedure. For further information please see Rule 46 PCT as well as 
form PCT/ ISA/220 and the corresponding Notes to form PCT7 ISA''220. 



In principle, the WO-I&A will be considered as the written opinion of the 
I PEA, This should, in many cases, make it unnecessary to file a demand for 
international preliminary examination, If the applicant nevertheless wishes 
to file a demand this must be done before expiry of 3 months after the 
date of mailing of the ISR/ WO-ISA or 22 months after priority 
date, whichever expires later (Rule 54bisPCT). Amendments under Art, 
34 PCT can be filed with the I PEA as before, normally at the same time as 
filing the demand (Rule 66,1 (b) PCT). 

if a demand for international preliminary examination Is filed and no 
comments/ amendments have been received the WO- ISA will be transformed 
by the I PEA into an iPRP {International Preliminary Report on Patentability) 
which would merely reflect the content of the WO- ISA. The demand can still 
be withdrawn (Art. 37 PCT). 



Filing informal After receipt of the ISFWChSA the applicant may file informal comments 
comments on the WO-iSA directly with the I nternational Bureau of W! PO. These 

will be communicated to the designated Offices together with the IPRP 
(International Preliminary Report on Patentability) at 30 months from the 
priority date. Please also refer to the next box. 



At the end of the international phase the International Bureau of WIPO will 
transform the WO-ISA or, if a demand was filed, the written opinion of the 
I PEA into the IPRP, which will then be transmitted together with possible 
informal comments to the designate Offices, The IPRP replaces the former 
I PER (international preliminary examination report). 
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Relevant PCT Rule 43 PCT, Rule 43bis PCT, Rule 44 PCT, Rule 44bis PCT, PCT Newsletter 

Ru les and m ore 1 2/2003. OJ 11/2003. OJ 12/2003 

information 



Bitte beachten Sle, dass angefuhrte Nichtpatentliteratur (wie z. B. 
wissenschaftliche oder technische Dokumente) je nach geltendern Recht 
dem Urheberrechtsschutz und/oder anderen Schutzarten fur schriftliche 
Werke unterliegen konnte. Die VervielfaStigung urheberrechtlich 
geschiitzfer Texte, ihre Verwendung in anderen elektronischen oder 
gedruckten Publikationen und ihre Weitergabe an Dritte ist ohne 
ausdruckliche Zustimmung des Rechtsinhabers nicht gestattet. 



Veuillez noter que les ouvrages de ia litterature non-brevets qui sont 
cites, par exemple les documents scientifiques ou techniques, etc., 
peuvent etre proteges par des droits d'auteur et/'ou toute autre protection 
des ecrits prevue par !es legislations applicables. Les textes ainsi 
proteges ne peuvent etre reproduits ni utilises dans d'autres publications 
eiectroniques ou imprimees, ni rediffuses sans I'autorssation expresse du 
titulaire du droit d'auteur. 



Please be aware that cited works of non-patent literature such as 
scientific or technical documents or the like may be subject to copyright 
protection and/or any other protection of written works as appropriate 
based on applicable laws. Copyrighted texts may not be copied or used 
in other electronic or printed publications or re-distributed without the 
express permission of the copyright holder. 



XS CPSTENFRDE 



BNSCOCia <XS. 



.a0O810O1O3CF_U> 



